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DETAILED ACTION 
Status of Application, Amendments and/or Claims 

The amendment of 09 January 2009 has been entered in full. Claims 1, 12-16, 20, 23-25, 
28-31, 35, 37-38, and 42 are amended. Claims 27, 32, 41, 43, and 46-47 are cancelled. 

Claims 1-26, 28-31, 33-40, 42, 44, 45 are under consideration in the instant application. 
Withdrawn Objections and/or Rejections 

1 . The objections to claims 1-16, 19, 24-35, 39-40, 42-45 as set forth at pages 2-3 of the 
previous Office Action (29 October 2008) are withdrawn in view of the amended and cancelled 
claims (09 January 2009). 

2. The rejections of claims 6-8, 25-45 under 35 U.S.C. 1 12, second paragraph, as set forth at 
pages 3-4 of the previous Office Action (29 October 2008) are withdrawn in view of the 
amended and cancelled claims and Applicant's persuasive arguments (09 January 2009). 

Claim Objections 

3. Claim 1 1 is objected to because of the following informalities: 

3a. In claim 1 1 , line 2, the phrase "acid corresponds" should be amended to recite "acids 
correspond". 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112, second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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4. Claims 12-18, 20-24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. Claims 12-18 and 20-24 are rejected as being indefinite because it is not clear (1) if the 
full-length BAFF-R glycoprotein of claim 1 already inherently comprises the amino acid 
sequences listed as (a)-(f), (2) if the full-length BAFF-R is further modified by the addition or 
fusion of the amino acid sequences listed as (a)-(f), or (3) if the extracellular domain of the full- 
length BAFF-R glycoprotein consists of the amino acids listed as (a)-(f). 

Claim Rejections - 35 USC § 11 2, first paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The spccillcalion shall contain a written description of the invention, and of the manner and process ol' making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. Claims 38 and 42 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for an isolated host cell comprising a nucleic acid and a 
method for treating an autoimmune disorder characterized by an elevated BAFF level does not 
reasonably provide enablement for (1) a host cell comprising a nucleic acid or (2) a method for 
treating an immunological disorder. The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. The basis for this rejection is set forth at pages 4-10 
of the previous Office Action (29 October 2008). 
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Applicant's arguments (09 January 2009), as they pertain to the rejections have been fully 
considered but are not deemed to be persuasive for the following reasons. 

(i) Regarding Examiner's interpretation of claims 23, 24, and 38 as reading upon host cells 
intended for gene therapy, at page 13 of the Response, Applicant indicates that these claims have 
been amended to recite "isolated". 

Applicant's argument has been considered but is not found to be persuasive. 
Specifically, claim 38 has not been amended to recite "isolated host cell" and thus, still reads 
upon host cells intended for gene therapy. As discussed in the previous Office Action of 29 
October 2009, the specification does not teach any methods or working examples that indicate a 
ABAFF-R nucleic acid is introduced and expressed in a cell for therapeutic purposes. The 
disclosure in the specification is merely an invitation to the artisan to use the current invention as 
a starting point for fiirther experimentation. Also, undue experimentation would be required of 
the skilled artisan to introduce and express a ABAFF-R nucleic acid into the cell of an organism. 
Additionally, gene therapy is unpredictable and complex wherein one skilled in the art may not 
necessarily be able to introduce and express a ABAFF-R nucleic acid in the cell of an organism 
or be able to produce a ABAFF-R protein in that cell. 

(ii) At page 15 of the Response of 09 January 2009, Applicant argues that claim 42 has been 
amended to recite a method for treating an autoimmune disease or a B cell cancer. Applicant 
asserts that the references cited by the Examiner explicitly recognize the rationale for using a 
BAFF antagonist to treat these indications. Applicant points out that Schneider et al. states that 
the BAFF system is a promising target of autoimmune diseases. Applicant also indicates that 
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Tangye et al. state that by targeting BAFF, "it should now be possible to improve treatment of 
antibody-mediated autoimmune diseases and B cell malignancies in a manner similar to the way 
anti-CD20 mAB (Rituximab) revolutionized therapy of RA and NHL". Applicant contends that 
the specification demonstrates the BAFF-R glycoproteins bind to BAFF (examples 3, 4, 9) and 
inhibit BAFF from binding to B cells and delivering a pro-survival signal (Examples 5, 7, 8). 
Applicant concludes that in light of Applicant's data showing that the BAFF-R glycoproteins are 
BAFF antagonists and the expectations in the art regarding the therapeutic applicability of BAFF 
antagonists as a class, the skilled artisan would expect that autoimmune diseases and B cell 
cancers could be treated by administering the disclosed BAFF-R glycoproteins. 

Applicant's arguments have been fully considered but are not found to be persuasive. 
Specifically, claim 42 still recites "a method for treating an immunological disorder 
comprising..." and was not amended to recite a method for treating an autoimmune disease or a B 
cell cancer. Thus, as discussed in the previous Office Action of 29 October 2008, the phrase 
"immunological disorder" has been broadly interpreted by the Examiner as encompassing any 
and all immunological diseases or disorders. Undue experimentation would be required of the 
skilled artisan to administer the BAFF-R glycoprotein to individuals with all possible 
immunological disorders and treat the disorder. 

However, even if claim 42 had been amended to recite a method for treating an 
autoimmune disease or a B cell cancer, the amendment and Applicant's arguments still would 
not have been persuasive. Example 8 of the instant application (pages 40-43) only teaches that 
vBAFF-R(R3-49):Fc impairs B cell survival, resulting in a reduction of peripheral B cells and a 
reduction in the level of B cell siirface markers, CD21 and CD23, when administered in low 
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doses (page 40, [01 17]; page 42, Table 6; page 43, Table 7). This result is not observed when 
higher doses of vBAFF-R(R3-49):Fc are administered (see page 42, Table 6; page 43; Table 7). 
Furthermore, there are no methods or working examples to indicate that a BAFF-R glycoprotein 
or fusion protein treats any immunological disorder, autoimmune disease, or B cell cancer. A 
large quantity of experimentation would be required by the skilled artisan to determine whether 
the claimed BAFF-R glycoprotein and fiision protein treat any immunological disorder, 
autoimmune disease, or B cell cancer. Such experimentation is considered undue. 

The Examiner acknowledges that the post-filing date reference of Schneider et al. 
(Immunol Lett 88(l):57-62, July 2003) states that the BAFF system is an important target for 
acting on the B cell arm of the immune system and that BAFF inhibitors could preserve some 
aspect B cell fimction (page 60, column 2, last paragraph). Schneider et al. continues to state 
that "[t]his rather selective way of manipulating the immune system should provide an additional 
tool to deal with complex autoimmune diseases such as rheumatoid arthritis, systemic lupus and 
possibly some types of lymphomas" (page 60, column 2, last paragraph; emphasis added by 
Examiner). Thus, it is clear that even after the instant invention was made, the relevant literature 
simply recognizes that BAFF inhibitors might be usefiil for complex autoimmune diseases. As 
discussed in the previous Office Action, Kalled et al. (Expert Opin Ther Targets 7(1): 1 15-123, 
2003) and the post-filing date reference of Tangye et al. (Sem Immunol 18: 305-317, 2006) 
disclose that BAFF-R is a target for autoimmune diseases that have an elevated BAFF level (see 
pages 115, 117-120 of Kalled; pages 310-311 of Tangye et al.). 

Hence, based upon the limited teachings of the instant specification and the relevant 
literature, the skilled artisan would not be able to predict that the BAFF-R glycoprotein or fiision 
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protein of the instant invention would be able to treat all possible immunological disorders or 
autoimmune diseases that are not characterized by elevated levels of BAFF. Furthermore, the 
limited guidance in the specification is not adequate, and is merely an invitation to the artisan to 
use the current invention as a starting point for fiirther experimentation. As was found in Ex 
parte Hitzeman , 9 USPQ2d 1821 (BP AT 1987), a single embodiment may provide broad 
enablement in cases involving predictable factors such as mechanical or electrical elements, but 
more will be required in cases that involve unpredictable factors such as most chemical reactions 
and physiological activity. See also In re Fisher. 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970); Amgen Inc. v. Chugai Pharmaceutical Co. Ltd. . 927 F.2d 1200, 1212, 18 USPQ2d 1016, 
1026 (Fed. Cir.), cert, denied . 502 U.S. 856 (1991). 

Proper analysis of the Wands factors was provided in the previous Office Action. Due to 
the large quantity of experimentation to introduce and express a ABAFF-R nucleic acid in a cell 
of an organism for therapy and treat all possible immunological disorders; the lack of 
direction/guidance presented in the specification regarding the same; the absence of working 
examples directed to same; the complex nature of the invention; the state of the prior art which 
establishes the unpredictability of transferring genes into an organism's cells, and the breadth of 
the claims which fail to recite any specific diseases, undue experimentation would be required of 
the skilled artisan to make and/or use the claimed invention in its fiiU scope. 
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Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bridget E. Bunner whose telephone number is (571) 272-0881. 
The examiner can normally be reached on 8:30-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Manjunath Rao can be reached on (571) 272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BEB 

Art Unit 1647 
08 May 2009 

/Bridget E Bunner/ 

Primary Examiner, Art Unit 1647 



